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FULL PRESCRIBING INFORMATION
TE AREVENTS
Cigarete smoking increases the risk of serious cardiovascular events from combination
(COC) uss 135

years of age, and with the renber nmgamm Ermoked ot s vesean, COC e
contraindicated in women who are over 35 years of age and smoke [see
CONTRAINDICATIONS (4)l.

1INDICATIONS AND USAGE

1.1 0ral Contraceptive

Norgestimate and ethinyl estradiol blets USP are indicated for use by femles of reproductive
potential o prevent pregrancy (see CLINICAL STUDIES (14)].

2DOSAGE AND ADMINISTRATION

2.1 How to Start Norgestimate and Ethinyl Estradiol Tablets USP
Norgestmte and ethinyl estradiol blets USP are dispensed ina blister fsee HOW-
SUPPLIEDSTORAGE AND HANDLING (1)) Norgestimte and etinyl estadiol abets USP may be
Started using either a Day 1 start or a Sunday start (see Table 1). For the first cycle of a Sunday

reginen, anaditoral methodof contaceptionshoud e sed il aferthe et o days of
Saminiswan

2.2 How to Take Norgestimate and Ethinyl Estradiol Tablets USP.

‘Table 1: Instructions for Adminis tration of Norges timate and Ethinyl Estradiol Tablets USP
y

Starting COCs Y
Important:
Consider the possibility of ovulation and conception prior to initiation of this product,

Tablet Color:
‘» Norgestimate and ethinyl estradiol tablets USP acive tablets are blue (Day 10 Day 21),
‘» Norgestimate and ethinyl estradiol tablets USP have green inacive tablets (Day 22 to Day 28).

Switching to USP from
Switching from another contraceptive
method to norgestimate and ethiny] esradiol ablets USP

o Transdermal patch
ing

Intrauterine contraceptive

1start:

 Tale firstactive blet without regard to meals on th first day of menses.

o Take subsequent scive ablesonce daiyat e same e ach day or  otalof 21 days

© Take one green inactive tblet daily for 7 days and  day that active tablers we

 Begin each subsequent pack on the same day of the et e eycle pac (. onthe oy afer lahng the lastinactive tabler)

Sunday
"To it active bl withoutregard o mels on e firs Sudayafe he orsetof merses. Due o the lmlenllal mk ofbecoming preguans use addidonal o,

Svormonal con ide) o and

2 Take subcuem stive whlets once da\ly e same dme cach day fors ol of 21 e

& Tl ore greeninacive abitdallyfo the ollowing 7days andathe same i of day thatacive bl were &

= Begineach subseduen pack on e same day of e weckas he v cycle pnck(\c o the Sunday ater aking the e tabled) and addidional nor-

hormonal contracepiive is not needed.

Start on the same day that a new pack of the previous oral contraceptive would have staried.

Start norgestimate and ethinyl estradiol tablets USP:

use.

» Onihe day when ext application would have been scheduled

© Onthe day when nextinsertion would have been scheduled

« Onthe day when next injection would have been scheduled

© Onthe day of removal

o e 1UD i ot removed on st dy f the patien's mestul cyce, addiional mon.
the

bormalconvscepive needed for i of the first cycle pack.
© Implant  Onthe day of removal

plete i © prop sge are located in the beling

i Ethinyl Estradiol f iage

irsttrimester
* Afer a firscinestersbordonor miscariage, torgestiate s iyl esadiol ables USP oy be
diately I method Pot needed if norgestimate and ethinyl

ety it |mdmmly

© If porgestimate and ethinyl estradiol tblets USP is not staried within 5 days after termination of the
pregancy, th hould use additional non-hormoral conraception (such as condoms and

spermicide) for the first seven days of her first cycle pack of norgestimate and ethinyl estradiol

ablets USP.

Second-ui
< Do ot sar anil ¢ veeks e asecond-vineser sbortonor icarige,du o the ncresed isk
of tnombocnbolic disease. Sar mrgestimatean ethiny caradiol ables USP,folowing the
siucions i Table 1 for Day 1 orSuray st desired I uing Suday st se ddifosl
the

paients hrslcy:le packol rgesimae and zmu\)l estradiol blets USP.[see
1), and FDA-APPROVED.

PATIENT LABELING.]

Starting Ethinyl Estradiol f

Do ot start unil 4 weeks after delivery, due to the increased risk of thromboembolic disease. Start
contraceptive therapy with norgestimate and ethinyl estradiol blets USP following the instructions
inTable 1 for women not currently using hormonal contraception.

 Norgestmate and ethinyl estradiol blets USP are not recommended for use inlactating women [see
USE IN SPECIFIC POPULATIONS (8.3)].

 If the woman has not yet had a period postpartum, corsider the possibility of ovulation and




USE IN SPECIFIC

conceptionoccuring prior o use of norgestimatea iy estrdiol blec USP see
),

POPULATIONS (8.1 and 85, ot FDAAPPROVED PATIENT SABELING),

Blister Pack:

SET THE DAY

o Daylstre

o six srips of the week have been p
accommodate a Day-1 Start regimen.

© Pickthe day label stip that starts with the first day of your period. Place this day label strip over the

o

Remove pill
stip.

‘The patient should wait 24 hours to take the next pill. Cortinue to take one pill each day undl all the pills

area that has the days of the week (strting with Sunday) pre-printed on the blister

Sund.
 Each blister has been preprinted with the days of the week, starting with Sunday, to facilitate a
Sunday-Start regimen. (Refer figure below).

1 your period begins on a day other than Sunday, place the day fabel srip
that starts with firstday of you period here.
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1" by pushing down onthe pill. The pill will come out through a hole in the backof the

have been

‘When your blister is empty, you will sart a new blister on the day after pill "28." The first pill inevery.

refill will always be taken on the same day of the week, no matter when the patiens next period starts.

2.3 Missed Tablets

© If one active tbletis missed in Weeks 1,2, or 3
o If two active ablets are missed in Week 1 or Week 2

2.4 Advice in Case of Gas trointestinal Dis turbances
Incase of severe vomiting or diarrhea, absorption may not be complete and additional conracepive

measures should be taken. 1f vomiting or diarrhea occurs within

handle this as a missed tablet [see FDA-APPROVED PATIENT LABELING].

3 DOSAGE FORMS AND STRENGTHS

Norgestimate and ethinyl estradiol wblets are available ina blister. Each blister contains 28 tablers in

the following order:

© 21 blue, round, film coated tablets, debossed with "E27" on ove side and "LU" onthe other side of
1

* 7 greenround, b hormoral

tablet contains 0.25 mg norgestimate and 0.035 mg ethinyl estradiol

and "E24" on the other side contains inert ingrediens

4 CONTRAINDICATIONS
Do ot rescribe orgestinutea ediny stadiol et (0 women who ae kown o have e
following condit

2" X high ik of areial o venous ronboti disases. Examples fclude woren who are knownio:

Smoke, if over age 35 (sce BOXED WARNING and WARNINGS AND PRECAUTIONS (5.1)]
we deep vein thrombosis or pulmonary embolism, now or in the past [see WARNINGS AND.
I

o Ha
PRECAUTIONS (5.1

Have inherited or sce WARNINGS AND P o)
Have cerebrovascular disease [see WARNINGS AND PRECAUTIONS (5.1)]
Hove corory rey e e VARVINGAND PRECAUTIONS 1)

of the
Subacute bocerial endocardits with vlvelar disease,of aal GbriNation) [sce WARNINGS
AND PRECAUTIONS (5.1)]

Have I S AND PRECAUTIONS (5.4)]
Have diabetes mellius with vascular disease [see WARNINGS AND PRECAUTIONS (5.6)]
Have headaches with focal eurological symptoms or migraine headaches with aura [see
WARNINGS AND PRECAUTIONS (.7)]

Wommnors age 35wl mgraieBesches s WARNINGS AND PRECAUTTIONS
)

* Live s besgnor g, o lver dasse e WARNINGS AND PRECALTIONS (.2

. Pragmn(y, e
PRI

© Breastcancer or of

I erine bleeding

e e essomesure COCS uring pregmncy [see WARNINGS AND
UTIONS (5.9) and USE IN SPECIFIC POPULATIONS (5.1)]
ther estrogen- or progestin-sensitive cancer, now or inthe past [see WARNINGS

AND PRECAUTIONS (5.11)]
se of Hepatiis C drug combinations containing ombitasvir/paritaprevirritonavir, with or without
jasabuvir, due 1o the potenial for ALT elevations [sce WARNINGS AND PRECAUTIONS (5.3)]

5 WARNINGS AND PRECAUTIONS

51T)

c Disorders and Other

© Stop morgestinate and ethinyl estradiol tablets if an arterial thrombotic event or venous
mmnﬁnznbull( (VTE) event occurs.

norgesimate and ethinyl estradiol wblets if there is unexplained loss of vision, proptosis,

mpnnp.a papillederm, or retinal vascular lesions. Evaluate for retinal vein thrombosis immediately

e ADVERSE REACTIONS (6.2)].

o 1F fesibl,stop norgestimae and einy estradiol ablets a et & weeks before and frough 2

* Use COCs with

weeks. jor surgs 4
during and following prolonged immobilization.
Start norgestimate and ethinyl estradiol tablets no earlier than 4 weeks after delivery, inwomen who
are

known o have VTE as well as

ot breastfeeding, The risk of postpartum eases after the third postpartum weel

whereas the risk of ovulation increases after the third postpartum week.
* The use of COCs cresses theriskof VTE, However, pregnancyincreses the sk of VTE a5

much or more than the use of COCs. The risk of VTE in women using C

s 310 9 cases per

10,000 woman-years. The riskof VTE is highest during the first year e ot CoCs mien
restarting hormonal contraception after a break of 4 weeks or longer. The risk of thromboembolic
disease due o COCs gradally dissppears fe s i disconiied

 Use of COCs also increases the risk of arterial thromboses such as strokes and myocardial

oo, cspeclly mwomén aihaier ok Fciors o e evems. €OCs b heenshownw

Hemorrhagic trokes). This sk creases with age, parculaly n women over 35 years Tt age who
e,

5.2 Liver Disease

Impaired Liver Function

Do mt use norgestimate and ethinyl estradiol @blets in women with liver disease, such as acute viral

hepaits or severe liver [see C( ). Acute or
ehvoic disurbncesof e e onmay ecese e disconimaon of COC use il ks of
iver nd C luded. Disconie porgestimie a
ethinyl estradiol ublsL& A[Jaul\dll‘é develops.

Liver Tumors

Norgestmte and ethinyl estradiol wblets are contraindicated inwomen with benign and malignant liver

twmors [see CONTRAINDICATIONS (4)]. Hepatic adenomas are associated with COC use. Anestimate

of the attributable risk s 3.3 cases/100,

OC users. Rupture of hepatic adenomas may cause death

through inra-abdomiral hemorrhage.

s developing hep: I years)
COC users. However, the risk of liver cancers in COC users is less than one case per million users.

5.3 Risk of Liver Enzyme Elevations with Concomitant Hepatids C Treatment

[uring clinicl wialswithhe Hepais C combinioncug regimen it cor

levation grester than s

per lnitof orns] (ULNY ncldig some csesgrear man 20 nes e ULN, were Santicanly
more frequent thinyl

COCs. Discontinie

estimat ard eiinyl esudiol ables prio o sring Ihempy i wlvhlmuundmg regimen

orgestimie and ethiny estradiol tablets canbe restarted approximtely 2 weeks following completion
f weament withthe Hepatits C combination drug regimern

5.4 High Blood Pressure

Norgestmte s iyl esadol sbles
cular

ing an active tablet,

LU onore side

h
disease [see Y. For women with well-

controled hyperiersion montor blod pressure and stop orgestimate and ethinyl estadiol ables If
blood pressure rises significandy.

Aninerease inblood pressure has been repored inwomentaling COC,ard s icreae s mor Lely
inolder d th

. The incidenc

concenrations of progestin.

5.5 Gallbladder Dis ease
s suggest ol cresed relave kot developing galbadde disase rirg COC u

rsen xising gallbldder iscase: & patisory f COCreaed cholesass

predl(ls a increased sk it subsequent COC use. Women with  story of pregnancy.eloted
he oc

be

5.6 Carbohydrate and Lipid Metabolic Effects
Carefully monitor prediabetic and diabetic women who take norgestimate and ethinyl estradiol blets.
COCs may decrease glucose tolerance.

rsider alter small proportion of
womenwill ave adverse i1d changes while P

Women

ora family , may be. driskof

pancreaits when using COCs.

5.7 Headache

If a woman aking porgestinate and ethinyl estradiol tablets develops new headaches that are recurren,
persis if

tent, or severe, evaluate the cause and disconinue norgestimate and ethinyl estradiol ablets

indicated,

Consider discontinuation of norgestimate and ethinyl estadiol tablets inthe case of increased frequency

or severity of migraine during COC use (which may be prodromal of a cerebrovascular even).

5.8 Bleeding Irregularities and Amenorrhea
Unscheduled Bleeding and Spotting

Unscheduled

especially during e s ee momh of use. I bleeding persios o oceurs ater previausly regular

yeles, check f

causes such as pregnancy or malignancy. If pathology

bleeding irregularities may resolve over time or with a change to a differen contraceptive product.

Inclinical rials of norgesimate and ethinyl estradiol wblecs, the frequency and duration of breakthrough

bleeding and/or spotting was assessed in 1,647 patients (21,275 evaluable cycles) and 4,826 patiens
I ly. A'total 0 and

etiny esradiol abets, st i pat due o beeding ot soting.Based on i fromie clinical

rials, 14 10 34% of
bleeding per cycle in the first year. The percent of women who experienced bmahhmngh/nmchndulnd

using norgestimate and ethinyl estradiol tablets experienced unscl

bleeding tended to decrease over time.
Amenorrhea and Oligomenorthea

my crperience

If scheduled (withdrawal) bleeding does not accur, consider the possibility of pregnancy. If the patent

men who use norgestimate and ethinyl estradiol tablets may experience amenorthea. Some woren
cocs,

i and spotin atients on COCs,

condition was pre-existent.

has not adhered to the prescribed dosing schedule (missed one or more active ables or strted (king
themona day st anshe shoud ave. corsider the possiilly of regnacy athe e of e first
missed period and take measures. If th the prescribed
Tegimeh ant msses two comecutive perods, il out pregranty.

a

Table

Take the tablet as soon as possible. Continue taking one tablet a day unil the pack s finished.

‘Take the two missed tablets as so0n as possible and the next o active xamm the pext day. Continue taking one tablet a day unil the pack s fi

© If two active ables are missed inthe third week or three or more active tablets are missed ina row in Weeks 1,2, or 3Day L strt: Throw out the rest of the pack and sart a new pack that same
‘Sunday sart:

Tablets USP

condoms

Contine ling one abieta day il Sunay, thenbrow out o rest o the

condoms.

be used as back-up if the patient has sex within 7 days after missing tablets.

used as back-up if the patient has sex within 7 days after missing tablets.



5.9 COC Use Before or During Farly Pregnancy
Extersive epidemiological studies have revealed no increased risk of birth defects in women who have
used oral conacepiives prior o pregnacy. Sudies also do o suggesta teratogeic ffect

s cardiac concerned, whenoral
Contacepves are aken nadvertenly durlm el pregrncy. Discontine rorgesimte and ey
estradiol tblets use if pregnancy is confi

Administration of COCs to induce withdrawal bleeding should not be used as a test for pregnancy [see
USE IN SPECIFIC POPULATIONS (8.1)].
5.10 Depression

Carefully observe women with a history of depression and discortinue norgestimate and ethinyl
estradiol blets if depression recurs to a serious degree.

5.11 Carcinoma of Breast and C:
 Norgestimate and ethinyl estradiol blets are contraindicated inwomen who currenty have of have.
be

@
The)e is sbsanial evidnce har COC do o ncress the ncdenceof breast carcer. Although some
s have suggesied that COCs might increase the incidence of breast cancer, more recent
smdles e mtconfirned suh dings

inthe risk of cervical
rancernnnlraemd\elm Teoplasla Howeven,thre coninie 1o beconsoversy ot axert 0
which such findings may be due to differences in sexual behavior and other factors.

5.12 Effect on Binding Globulins

T COCs may raise of globulin,
sex hormone-binding globulin, and cortisol-binding globulin. The dose of replacement thyroid hormane
or cortisol therapy may need to be increase
5.13 Monitoring

o yho s aling COCs should v a yearly visi with e heslicare rovidr for ablood
prtssur! check and for other indicated healthcare
5.14 Hereditary Angioedema
Inwomen with hereditary angioedems, exogenous estrogens may induce or exacerbate symptoms of
angioedem.

5.15 Chloasma
Chloasma . especially tha history of Women
with a tendency to d o the sunor aking

y
norgestimate and ethiny! estradiol tablets.

6 ADVERSE REACTIONS
“The following serious adverse reactions with the use of COC are discussed elsewhere inlabeling:
+ Serious cardiovascular events and stoke [sce BOXED WARNING and WARNINGS AND
PRECAUTIONS 6.
« Vascular events [sce WARNINGS AND PRECAUTIONS (5.)]
o Liver discase (see WARNINGS AND PRECAUTIONS (5.2)]

Adverse reactions commonly reported by COC users are:
© Irregular uterine bleeding

o Nausea

© Breasttenderness

* Headache

6.1 Clincal Trial Experience
Because clinical rials are conducted under widely varying coditors, adverse reaction ates observed
inthe clinical ials of a drug camot be directly compared to rates in th clinical rials of another drug
and may notreflect he rates observed in clinical pracice.
The oy of gt e estdil ol s evlated n 647 ety womenof il
el who participated in’3 clinical rals and received at least 1 dose of norgest
o Sl I o comeacepion o s mer o acie-comtoled s 1
was anuncontrolled opervlabel tial. Inall 3 rials, subjects were followed o up 0 24 cycles.
Common Adverse Reactions (2 2% of subjects)
‘The most common adverse reactions reported by at least 2% of the 1,647 women were the following in
order of decreasing incidence: headache/migraine (32.9%), abdominalfgasteoitestina pain (7.8%),
vaginal infection(8.4%) genial cscharge (6.%) breast ssues (cludig breast pan, disharge,and
rcluding d latul
(3.2%), nervousness (2.9%), and rash (2.6%).
Adverse Reacions Leading o Study Discontinuation
Over the three tials, between 11t 21% of subjects discontinued the trial due to anadverse reaction.
“The most common adverse reactiors (219%) leading (o disconinuation were: metrorrhagia (6.9%),
nauseavomiing (5.0%). headache (4. 1%). mood disorders (including depression and mood altered)
(2:4%) prememulsyrom:(1.7%), Iypertersion(l4%)bras pin (420, rervousness 13%)
flatlence (1.1%).

Serious Adverse Reactions
Breast cancer (1 subject), mood disorders including depression, irritbility, ard mood swings (1
subject), myocardial infarction (1 subject), and venous thromboerbolic everts including pulmonary
embolism (1 subject) and deep vein thrombosis (DVT) (1 subject.
6.2 Postmarketing Experience
“The following additiona adverse drug reactions have been reported from worldwide postmarketing
experience with norgestimate/ethiny] estradiol. Because these reactiors are reporicd volunarily froma
population of uncertain size, it s not always possible 1o reliably estimae their requency or estblish a
causal relationship o drag exposure.
Infections and Infestatons
Urinary tract nfection;
Neaplasms Benign, Malignant and Unspecified (Inc. Cysts and Polyps)

¢ hepatic aderom, focal nodular breastcyst;
Immune System Disorders
Hypersersitivity;

Metabolism and Nutrition Disorders
Dyslipidemia;

Psychiatric Disorders

Aniey, insormia;

Nervous System Disorders

Syncope, convulsion, paresthesia, dizzivess;

Eye Disorders

Visual impairment, dry eye, contactlens intolerance;
Ear and Labyrinth Disorders

Vertigo;

Cardiac Disorders

Tachycardia, palpitations;

Vascular Events

3 n retinal , hot flush;
Arterial Events
Arterial rdial infarc accident;
Respiratory, Thoracic and Mediastinal Disorders

Dyspnea;

Gastrointestinal Disorders

Pancreaidis, abdominal distension, diarrhea, constipation;

Hepatobiliary Disorders

Hepatitis;
‘Skin and Subcutaneous Tissue Disorders
hirsut h hyperhid eaction,

Angioedem,

urticaria, pruritus, acne;
Musculoskeletal, Connecive Tissue, and Bone Disorders
Muscle spasrs, pain in extremity, myalgia, back pai
Reproductive System and Breast Disorders.

Ovarian cyst, suppressed lactation, vulvovaginal dryness;
General Disorders and Administration Site Conditions
Chest pain, asthenic conditiors.

7 DRUG INTERACTIONS
Consult the labeling of concurrently used drugs to obiain further information about interactions with
hormonal contracepives or the potential for enzyme alterations.

No drug-drug interaction studies were conducted with norgestimate and ethinyl estradiol tablets.

7.1 Effects of Other Drugs on Combined Oral Contraceptives

Substances decreasing the plasma concentrations of COCs

Drugs or herbal products that induce certain enzymes, including cytochrome P450 344 (CYP3A4), may

decrease the of COCs and effectiveness of COCs or

incease breaihrough lecing. Some g o herbl products that ey decrease th ffeciveness of

ormoral contacepives icludepheryon, brbiurates, carbamezepin,bosenan, el

ariscotulvin, oxcar rifampicin, e, rifabutin, rufina

Conaining St Johns wor. eractons between hormoal conacepives and oter drugs may Jead o

breaklroughbeeding andor contaceptive falure, Courel wonen o use an aleraive ethod
contraception or a back-up method when enzyme inducers are used with COCs, and to ot e w

25 days g the enzyme inducer bt

Colesevelam:
Colesevelam, bile cid sequestran given together with 2 COC, has beenstown signiicany
decrease the AUC of EE. The

decreased when the two drug p.ndum were given  hours apart
Substances increasing the plasma concentrations of COCs

c oc: ning ethinyl estradiol (EE)
cresst AUC vaues for EF by approximatly 20t 330, Ascorbic achdan aceamimophen
increase plasma EE concenmations, possibly by inhibition of conjugation. CYP3A4 inhibitors such as
itraconszole, voriconazole, fluconazole, grapefruitjuice, or ketoconazole may increase plasma
hormone concenations,

e Jeoside
reverse ranscriptase inhibitors
(increase or of prog
have been noted cases of HIV protease inhibitors (de leg.
nelfinavir, it and
e.g., indinavir and V protease inhibitors
(decrease [e.g with piase inhibitors

(Hecress 5. cvegine] o erease [, v,

7.2 Effects of Combined Oral Contraceptives on Other Drugs
 COCs contairing EE may inhibit the metabolism of other compounds (e.g., cyclosporine,
prednisolore, theaphylline, izanidine, and voriconazole) and increase their plasma concentatiors.
* COCs have benshown o decrease pls concenraionsof sceamiphen clofbric acd,

larmmgme - hmshumm«en i nduckonof lamotigine locuroniqadon. This ey roduce
erefore, dosage adjustmens of lamotigine may be necessary.

of thyroid hormone because
the thyroid-binding st of CO8

7.3 Interference with Laboratory Tests

‘The use of contraceptive steroids may influence the results of certain laboratory tests, such as

coagulation factors, lipids, glucose tolerance, and birding proteirs

7.4 Concomitant Use with HCV Combination Therapy - Liver Enzyme Elevation

Do ot co-adinister orgestimite and eyl estradiol ablts with HCV crug conbinaors contiring
wi 1o potensial for ALT elevations [see

WARNINGS AND PRECAUTIONS (5.3).

8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy
There s il o o icreasedisk of b defecs inwomenwho nvertenly use COCs durig ealy
pregrancy. Epidemiologic studies and meta-analyses anincreased risk of genitl or po-
el Gfecs (i cordo s o reduen efece) following Sxposre o
Iow dose COCs prior to conception or during carly pregrarcy.




Do ot administer COCs to induce withdrawal bleeding as a test for pregnancy. Do notuse COCs
during pregrancy to treat threatened or habitual abortion.

8.3 Nursing Mothers

Advise the mursing mother (o use other forms of contracepiion, when possible, unil she has weaned her
child. COCs canreduce milk production in breastteeding mothers. This is less likely to occur once
breastfeeding is well-established; however, it can occur at any time in some women. Small amounss of
oral e

8.4 Pediatric Use

ety and emcaty of sorgestnae and ey esiradiol bles bave been esibised i worenof
producive age Effcacy is expected (o b the same fo pos puberal dolescees urder the age of 16

i for users 18 years and lder, Use of e productbefore memarche 5 ot nlcated.

8.5 Geriatric Use

Norgestmate and ethinyl estradiol blets have not been studied in postmenopausal women and are ot

indicated in this population.

8.6 Hepatic Impairment

The pharmcolinetcs of rorgestinateand ediny] esaaiolbleshas ot beenstdied insubjects with
heparic may be p pat

e or chronic sitate th oc
e il mters of pormal and COC [see
WARNINGS AND P!

8.7 Renal Impairment

‘The pharmacokinetics of norgestimate and ethiny! estradiol tblets has not been studied in women with
renal impairmen.

10 OVERDOSAGE.

There have f serious il effect including
ngesion by chldren Overdosage mny ciuse wihdrawal becding in tonales e

11 DESCRIPTION

Exchof the following producs s a conbinaion ral conraceive conainig the progestaton!
1 e is designated as

i 170
estradiol is designated as (19-n0r-170-{ pregm,\.J 5010) e 20316 5.17- i
 Each active blue wblet contains 0.25 mg of norgestimate ard 0.035 mg of ethinyl estradiol. Tnactive
ingredients include anhydrous lactose, FD & C Blue No. 2 Aluminum Lake, croscarmellose sodium,
drate, lul Iyethylene

se, lactose

., ghcol povicone and danium ioxid.
i follows: FD & C Blue No. 2 Alumimum

Lakp croscarmelose P |mnnx|d!yz|luw Iypromelloze,lactoe morohydrte, magoesium

stear

CHg
1" 0CcoCH;

&
EON Norgestimate Ethinyl Estradiol

12 CLINICAL PHARMACOLOGY

121 Mechanism of Action
 Oral Contraception

COCs owerhersko becomingpregrat prinarly by suppresing owlaton. Other posible

nges
et reduce e Varihood of m‘)lamunn.

12.2 Pharmacodynamics

No specific and ethiny! estradiol blers.

12.3 Pharmacokinetics
Absorption

Norgestimate (NGM) and EE are rapidly absorbed following oral administration. NGM is rapidly and
completely metabolized by first pass (intestinal and/or hepatic) mechanisis to norelgestromin (NGMN)
and norgestrel (NG), which are the major active metbolites of norgestimate.

MN and EE are g 2 hours afte
nogeatiui el ainyl esvakolbles. Accumuiadon folowing mliple dosing o the 250 meg
NGM /35 mcg EE. dose is approximately 2-fold for NGMN and EE compared with single dose

admnmstuumv “he pharmscakieis of NGMN s dose-propartoal following NGM doses of 100
eady-stte concentation of EE s achieved by Day 7 of each dosing cycle. Steady-
St concantatons of NGMN and NG areachieved by Dy 2. Non iear accumulation approximately
§ old)of NG is observed s el ighainiy biing 0 SHBG, which s is bilogicl
3.

activity (Ta
Table 3: of NGMN, NG and EE dnetic parameters.
Mean (SD) inetic Parameters of Norgesti  Ethi iol Tablets During a Three Cycle Study

Analyte Cycle Day Cmax tmax (h) AUCy 1o 24 w2 ()
NGMN 1 ! 1.78 0397 119/(0.250) 9.90 (3.25) 18.4(591)

3 21 219 (0.655) 143 (0.680) 18.1(553) 24.9(9.04)
NG 1 i 0.649 (0.49) 142(0.69) 6.22246) 378 (14.0)

3 21 265 (1.11) 167 (132) 48.2205) 450 204)
EE 1 i 92224.5) 12(0.26) 629 (138) 10.1 (190)

3 21 147 @15) 113023) 1210 294)
Conax = on, s AUC) 200 = i curve from 0 to 24 hours, ty 2 = elimination half-
life. NGMN and NG: Cryay = ng/mL, AUC 1241 = heng/m.
EE: Ciyay = pgiml, AUCy g 241 = hepg/ml
Food Effect:
“The effect of food on the pharmacokinetics of norgestimate and ethinyl estradiol ablets has not been
udied
Distribution

NGMN and NG are highly bound (:97%) to serum proteirs. NGMN is bound o albumin and not to
SHBG, while NG is bound prinrily 0 SHBG. EE is extersively bound (>97%) o serum albunin and
induces an increase inthe serum concentrations of SHBG,

Metabolism

nsi first-pass mechanisms wactandor liver.
Nows, primary acive metabolte s NGMN. Subsedquent hepatic metablism of NOMN occurs and
metbolites include NG, which s also active, and various hydroxylated and conjugated metabolites.
Altough NGMN and s neaboies of P450 ey in

regimen, the © and its metabolites, cven at
me Deak senmleucls, e relavely low conpared o the inhibitory comton (K). EE is also
[

Excretion

The metboltesof NGMN e EE are limised by resl and tecl pithesys. Following administaion
-morgestinte, 475 (45 0 495%) and 37% (16t 493)of he adriisered radoactvy
liminand e s o & el Uhonged NGV i
Sadition o 17-Geacen] mrgesimate a mber of meabolies of NGM have peen densfied i human
ine Tolowing dmiisvaonof Fadilabeled NGV These nclode 16, 19-Dino- 17 prego-4-6n 20-
Y3006, 17-hycHoxy- 16t (17a (18,19-Dinor-5p 17-pregtan20-yn3a 1 7p-dhycrany-1-
ethyl,(170), various hydroxylated metabolites and conjugates of these metabolites

13 NONCLINICAL TOXICOLOGY

13.1 Carcinogenesis, Mutagenesis, Impairment of Fertlity
Isee 11) and USE IN SPECIFIC 1

14 CLINICAL STUDIES

14.1 Contraception
Inthree S clnical vl with orgestinatead etiny sraiol ables 1,651 woren ged 16 1038
years were sudied for up to 24 cycles, proving a total of 24,272 cycles of exposure. The racial
Gemographic was about 7310 86% Caucasian. 8 o 13% Africa American, 6 1 14% Hispanic withthe
remainder Asian or Other (<1%). There were no exclusions on the basis of weight;the weight range
for women reated was 820 303 Ibs, with a mean weight of about 135 Ibs. The pregnancy rate was
approximately 1 pregrancy per 100 women-years,

16 HOW SUPPLIED/STORAGE AND HANDLING

16.1 How Supplied
Norgestmte and ethinyl estradiol blets USP are available ina blister pack (NDC 68180-840-71)
conaining 28 tablets packed ina pouch (NDC 68180-840-71). Such three pouches are packaged ina
carton (NDC 68180-840-73).
Each blister (28 blets) comtains in the following order:
lue, round, ilm coated tablets, debossed with "E27" on ane side and "LU” on the other side of
the tablet contains 0.25 mg norgestimate and 0.035 mg ethinyl estradiol
= 7 green, round, biconvex, film coated tablets (non-hormonal placebo) debossed with LU" on one
side and "E24" on the other side contains inert ingredients

Keep outof reach of children.

16.2 Storage Conditions

 Store at 25°C (77°F); excursions permited 0 15° 0 30°C (59° 0 86°F). [sce USP Controlled Room
Temperaure].

« Protect fromlight

= Keep outof the reach of children.

17 PATIENT COUNSELING INFORMATION
See FDA-approved patient labeling (Patient Information and Instructions for Use).

Counsel patients about the following information:
« Cigarette smoking increases the risk of serious cardiovascular events from COC use, and that
women who are over 35 years old and smoke should not use COCs [see BOXED WARNING].
Increased risk of VTE compared to nor-users of COCs is greatest after initially starting a COC or
restarting (following a 4-week or greater pill-fre interval) the same or a different COC [see
WARNINGS AND PRECAUTIONS (5.1).
 Norgestimate and ethinyl estradiol blets do not protect against HIV infection (AIDS) and other
sexually transmitted infections.
Norgestimate and ethinyl estradiol blets are 10t 0 be used during pregnancy; if pregnancy occurs
during use of norgestinate and ethinyl estradiol tblets instruct the patient 1o ﬂup Furer ke see
WARNINGS AND PRECAUTIONS (5.9).
Take by mouth at the same what 1o do in the event
tablets are missed [see DOSAGE AND ADMINISTRATION (2.2)).
© Use a back-up or alternative method of contraception when erzyme inducers are used with
porgestimte ad ety sradil ublets e DRUG INTERACTIONS 7.0
. may reduce breast milk production; this is less likely to accur if breastfeeding is well
o USE INSPECIFIC POPULATION (1.9)
. i d, should use an additional
method of cnmnc!pnm\ unil they have e s ive ables o cometuive days [see DOSAGE
AND ADMINISTRATION (2.2).
hea may occur. C nnudu preguary o e evectof aneeorchen et of e st
missed period. Rule the
see WARNINGS AND PRECAUTIONS (3.
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Lupin Pharmaceuticals, Inc.
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Patient Information

Norgestimate and Ethinyl Estradiol Tablets
(nor JES timate and ETH in il es tra DYE ole)



Whatis [ [ don I should know
tablets?

Do not use norges timate and ethinyl es radiol tablets if you smoke cigarettes and are over 35
years old. Smoking increases your risk of serious cardiovascular side effects fromhormonal birth
contol pills, including death from heart ttack, blood clots or stroke. This risk increases with age and
the number of cigareties you smoke.

‘What are norges timate and ethinyl es radiol tablets?

Norgestimate and ethinyl estradiol @blet s a birth conol pill (oral contracepiive) used by women o
prevent pregnancy.

How does norgestimate and ethinyl es tradiol tablets work for contraception?

Yourcharce o geing pregnaedeperds onbow wellyou follow thediecions for aking you birth
control plls. The better you follow the directions, the less chance you have of getting pregra

Based on the results of clinical studies, about 1 outof 100 women may get pregnant during the first year
they use norgestimate and ethinyl estradiol tablets.

‘The following chart shows the chance of getiing pregrant for women who use different methods of
birth control. Each box on the chart contains a list of birth control methods thatare similar in
effectiveness. The most effective methods are at the top of the chart. The box on the bottom of the chart
shows the chance of getting pregnant for women who do not use birth control and are trying o get
pregan.

Fewer Pregnancies Tmplarts

pregnancy per 100 Injections

Women in one year ingastene dovices
eriizat

trol pills

in patch
Vaginal ing with
hormones

in one ye:

85 or more

Women in one year

Who norgestimate and

Do not take norges timate and ethinyl estradiol tablets if you:
smoke and are over 35 years of age
had blood clots in your arms, legs, lungs, or eyes
had a problem with your blood that makes it clot more than normal
problens or irreg, ‘your risk of having blood

clots
had a stroke
had a heart atiack
have high blood pressure that cannot be controlled by medicine
have diabetes with kidney, eye, nerve, or blood vessel damage
have certain kinds of severe migraine headaches with aura, numbness, weakness or changes in
vision, or any migraine headaches if you are over 35 years of age.
have liver problems, including liver umors

Heparis mbination containing ombitasvir/paritapreviriritonavir, with or without
dasabuvir, This may increase levels of the liver enzyme "alanine aminotransferase” (ALT) inthe

blo
have any unexplained vaginal bleeding

ar

 had breast cancer or any cancer that s sensitive (0 female hormones

Tt anyofthese condidons happen whi you ae aking nnrgzsnmnm and ethinyl estradiol tablets,
stop taking talk to y

provider "G non-hormonal contraception e yml Stop tking norges imate and ethiny1
estradiol tablets.

‘What should I tell my healthcare provider before taking norges timate and ethinyl es tradiol
tblets?

Tell your healthcare provider if
e pregoan o itk you mey be pregrare
are depressed now or have been depressed inthe past
had yellowing of your skin or eyes aundice) caused by pregrancy (cholestasis of pregrancy)
are breastfeeding or plan o breastfeed. Norgestimate and ethinyl esiradiol tablets may decrease the

amounto I the h and ethinyl
estradiol tablets may pass into your breast milk. Talk o your healthcare provider abou the best birth
control method for you while breastfeeding,

‘Tell your healthcare provider about al the medicines you take, including prescription and over-the-
counter medicines, vitamins and herbal supplemerss.
Norgestnate nd i esrdiol blets may affect e way othe medicies work,and thr medicnes
s affect how well norgestimate and ethinyl estradiol tablets w;
me the medicines you take. Keep a listof them o show your healthcare provider and pharmacist
when you geta new medicire.
How should I take norges timate and ethinyl es radiol tablets?

Read the Instructions for Use atthe end of this Patient Information.
Whatare the i

e effects

. may cause serious side effects,
including blood clots in your lungs, heart attack, or a stroke that may lead to death. Som
other examples of serious blood clots include blood clots in the legs o eyes.

Seriousblood clots canhappenespeciall if you soke, are abese, or s olde than 5 years o age
Serious blood clots are more likely o happen when you:
. !nslsmnmhrghnmmmml ills

© restart the same or different birth control pils after not using them for a morth or more

¥ P gowa ight away if you have:
o leg painthat will not go away.

« sudden severe shoriness of breath

© sudden change invision or blindness

« chest pain

 asudden, severe headache unlike your usual headaches

 weakness or numbness in your armor leg.

© wouble speaking

Other serious side effects include:
© liver problems, including:
© rare liver wmors
o jaundice (cholestasis), especially if you previously had cholestasis of pregnancy. Call your
healthcare provider if you have yellowing of your skin or eyes.

. Ingh Haod pressure. You should e you beslcae provider or 3 yeslycheckof your blood
. ganbladderpmbum

e suger o G (cholesarol and ighycardes) evel n you band
« new nrwonzmng hendaches nckoing migcsos headac
d

especially
* urig de o1 mons ofaking norgestmate nd ethiny stradiol ablts

© depressio

. Posslbleun«r

o swellin andin
Cillyour heakhcare provider i you have » swolle face.lps, mouth tongue or oot which ay
Iead o difficulty swallowing or breathing. Your chance of having angioedema is higher if you have
ahistory of ang

« dark patches of skin. | nose, cheeks and ,:sz(iilly
during preg; . Women who tend to get chl hould
e i Sungh, g boohe, an ander sun amps ile aking norgestrae and et esvadiol
ablets. Use sunscreenif you have t be in the sunlight.

your breast and cervix

Whatare the
 headache (migraine)

© breast pain or tenderness, enlargement or discharge
« stomach pain, discomfort, and gas

© vaginal infections and discharge

 mood changes, including depression

o changes inweight

o skinrash

These are notall the possible side effects of porgestimate and ethinyl estradiol tablets. For more.
information, ask your healthcare pmvmer or pharmacist.
e FDA at ¥
Lopin Prarmacentcat, . s 1 ooo2501
Whatelse Tknow about takin
 If you are scheduled for any lab tesss, ell your healthcare provider you are taking norgestimate and
etiny esadiol abes. Certinblood tesi sy b ffected by rorgestiteand iy estadiol
abl

reportside effects to

« Norgestinate and eyl esaiol blets doro rtectganst KV ifecion (AIDS)ad ter
sexually transmitted infectios

How should I store norgestimate and ethinyl es tradiol tablets?
 Store norgestimate and ethinyl estradiol tblets at room temperaure between 68°F to 77°F (20°C to
25°0).
© Keep orgestimate and ethinyl estradiol tablets and all medicines outof the reach of children.
© Store away fromlight.

safe

Medicines are sometim: listed ina Patent
D ot use morgestimte i iy esadiol blesfor aconditon fo which twas ot Dms(nbed Do
not give norgestimate and ethinyl estradiol tablets to other people, even f they have the same sy

that you have,

T v 8 and edhiny]
estradiol blets o healicare provider ryestim
and ethiny estradiol bl that s written for health rofessionals.

For more information, call L Inc.at or Lupin

website at www Jupinpharmaceuicals.com.
Do birth control pills cause cancer?
Birth conrol pills do not seem to cause breast cancer. However, if you have breast cancer now, or have
had itin the past, do not use birth conrol pills because some breast cancers are sensitive o hormones.
‘Waomen who use birth control pills may have a slightly higher chance of getting cervical cancer.
However, this may be due 1o other reasons such as having more sexual partners.
‘Whatif L want to become pregnant?
You may stop taking the pill whenever you wish. Corsider a visit with your healthcare provider for a
pre-pregnancy checkup before you stop taking the pill
‘What should T knoy period when taki timaty

ourpeiodsay belighter s shorirtha sl Some wonen Ty s  erod. sl gl
blccing or spoting may happen while you are aking norgestimate and e csradiol able
Cspecialy during I (e ew monihs o vse.This ol 5 ot serious problem 115 mporiant o
continue taking your pills on a regular schedule to prevent a pregnancy.

‘What are the ingredients in norges imate and ethinyl estradiol tablets?
Active ingredients: Each blue pill coiains norgestinse and ethinyl estradiol

Inactive ingredients:

Blue plls anydrou lactose FD & C Blue No. 2 Aluminum Lae,croscarmellose sodum,

gly(nl pnvldam oo
Greenpills: FD & C Blue No. 2 Aluminum Lake, croscarmellose sodium, iron oxide yellow,



drate, ol Iyethyl

h lose, lact
glycol and ttanium dioxide.
Instructions For Use
Norgestimate and Ethinyl Estradiol Tablets
(nor JES timate and ETH in il es tra DYE ole)

I
 Take 1 pill every day atthe same time. Take the pills in the order directed on your blster.
Do ot skip your pils, evenif you do not have sex often. If you miss pils (including starting the
packlate) you could get pregnant . The more pills you miss, the more likely you are t© get
.

© If you have trouble remembering to take norgestimate and ethinyl estradiol mblets, alk to your

healihcare provider. When you first start aking norgestimate and ethinyl estradiol wblets, spotting or

light bleeding periods may occur. Contact provider if tis does not

80 away after a few monihs

You may feel sick o your stomach (nauseous), especially during the first few months of taking

porgestimate and ethiny! estradiol tablets. If you feel sick o your stomach, do not stop taking the

pill. The problem will usually go away. If your nausea does not go away, call your healthcare

provider.

Missng pls cansisocause sponiog o lgh eedng, evenuhenyou e e s il e On

the days you take 2 pills to make up for missed pills (sce What should I do if

norgestimate and thinyl estradil bles pls? below), you could also feelaite sick 0 your

stomach,

© Itis notuncommon to miss a period. However, if you miss a period and have ot taken norgestimate
and ethinyl estradiol tablets according to directions, or miss 2 periods ina row, or feel like you may

be pregnan, call your healthcare provider. If you have a positive pregnancy test, you should stop

taking norgestimate and cthinyl estradiol tables.

I yoa e o or dahen wibin s 4 bours o g youe il ks soter pll of e same

color fromyour extra blister. If you do not have an extra blister, take the next pil in your blister.

Continve taking all your remammg 3Bl inorder. it he fr il of vour nex Bitr the oy fer

ing your current bister. This will be 1 day earlier than originally scheduled. Continue on your

pew schedule.

If you have voriting or diarrhea for more than 1 day, your birth conirol pills may not workas well

Use an additional birth control method, like condors and a spermicide, until you check with your

healthcare provider.

Stop taking norgestimate and ethinyl estradiol ablets at least 4 weeks before you have major surgery

and do not restart after the surgery without asking your healthcare provider. Be sure o use other

forms of contraception (ike condoms and spermicide) during this dme period.

Before norgestimate
 Decide what time of day you want (o take your pill It is important (o take it a the same time every
day and inthe order as directed on your bister.

Have and if possibl ra full packof
pills as needed.

When shoud  start aking norgescimate and ciny estradiol ables?

and you have not used a hormonal

birth control method before:

< There are 2 ways t stating your birh corerl pils, Youcan eier sar ona Sunday (Sunday
Start) or on the first day (Day 1) of your natural menstrual period (Day 1 Start). Your healthcare
provider should tell you when to start aking your birth corrol pill

© If you use the Sunday Start, use non-hormonal back-up contraception such as condoms and
spermicide for the first 7 days that you take norgestimate and ethinyl estradiol blets. You do not
need back-up contraceptionif you use the Day 1 Start

i i and you are switching from another

birth control pill:

 Start your new norgestimate and ethinyl estradiol tblets pack on the same day that you would start
the next pack of your previous birth control method.

Do not continue taking the pills from your previous birth control pack.

it u
transdermal patch:

Sartusing mrgesnmam and edhiny! estradiol tblets on the day you would have reapplied the next
ring,

It you start taking norgestimate and ethiny estradiol tablets and you are switching from a
i od such as an impl injection:
 Start aking norgestimate and ethiny! estradiol ablets on the day of removal of your implant or on the
day when you would have had your next injection.

1fyou star taking norges imte and ethinl e radioltables and you are swichin from an
vice or system (IU}
St kg rorgesimme emmyl eneatol bles onhe day of removal of your IUD or IUS.
You do not need back-up contraceptionif your IUD or IUS s removed on the first day (Day 1) of
your period. If your IUD or IUS is removed on any other day, use non-hormonal back-i
nraception such as condoms and spermicide for the first 7 days that you take porgestimate and
ethinyl estradiol tblets.

Keep a calendar to track your period:
I dhis i the first time you are taking birth contol pills, read, "When should T start taking
norgestimate and ethinyl estradiol tablets?" above. Follow these istructions for either a Sunday
Startor a Day 1 Start.

Sunday Start:

Youwill s Sunday Start i your heslare providee ol youto ke youe st pill ona Sundy.
Take pill 1 onthe Sunday after your period s ta

1Yo priod sirs on Sundey ke pill " i ey andrefer o Doy 1S s below.
Take 1 pill every day inthe order on the blister at the same time each day for 28
Afer taking the last pill on Day 28 from the blister, sart taking the first pill froma e pack, on the
same day of the week as the first pack (Sunday). Take the first pill in the new pack whether o not
you are having your period.

kup contraception such as condors and spermicide for the first7 days of the
firsteycle that you take norgestimate and ethinyl estradiol blets

Day 1Start:

‘You will use a Day 1 Start f your doctor told you t ke your first pill (Day 1) on the first day of your

period.

= Take 1 pill every day inthe order of the blister pack, atthe same time each day, for 28 days.

© Afer aking the last pill on Day 28 from the blister, sart aking the first pil from a new pack, on the
same day of the weekas the first pack. Take the firstpill inthe new pack whether or not you are
having your perio

Norgestimate and ethinyl estradiol tablets come in bister pack. Read the instructions below for

using your blis

Instructions for using your blister:

Each new blister has 28 pills

21 blue pills with hormones, for D:

© 7 gteenpils (othou hormencey. 11 I)ays 20

step1.

SET THE DAY on your BLISTER

Sunday Start:

Each blister has days of he week, sarting . o faciliate a

Snrday-Sran regimen.

Day

e dn el svipsof he week bavebeenrovidd wih s pack nrder o
accommodate a Day-1 Startregimen

o Pick the day label strp thatsarts with the frst day of your period. Place dis day label suip over the
area thathas the days of the week (starting with Sunday) pe-printed on the blister (Refer igure
below).

1t your period begins on a day other than Sunday, place the day label srip
that snm wih frst day of you period here.

nn on
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Week 3

MONTHLY SELF

/ Week

Step2.
Remove pill "1 by pushing down on the pill. The pill will come out through a hole in the back o the
stip.

p3.
‘Swallow the pill You will take 1 pill every day, atthe same time each day.

Step 4

‘Wait 24 hours (o take your next pill Continue o take 1 pill each day unil al the pills have been taken.
Step5.

Take your pill day. Itis important o take. pill each day and not miss.
any pils.

T help you remember, take your pill at the same time as another daily activity, like turning off your
alarm clock or brushing your teeth,

Smp 6

e biser s empy,youwil sartanew blseronthe oy afterpill 28 Remenber o ke
yaur it pill nevery refl eck, 0

‘What should I do if I miss any norgestimate and nllmyl estradioltblets pills?

1f you miss 1 pillin Weeks 1, 2, or 3, follow these steps

© Take itas soonas you remember. Take the next pill at your regular time. This means you may ake2
pills in 1 day.

 Then continue taking 1 pil every day unil you finish the pack.

 You do ot need 0 use a back-up birth control method if you have sex.

1f you miss 2 pills in Week 1 or Week 2 of your pack, follow these steps:

 Take the 2 missed pills as soonas possible and the next 2 pills the next day.

¢ Thencontine 0 ale 1 pill evry dayunl you s e pck.

© Use a non-hormonal birth control method (such as a condom and spermicide) as a back-up if you
have sex during te fire 7 days aier missing your il

1£ you miss 2 pill in a row in Week 3, or you miss 3 or more pill in a row during Weeks 1, 2, or
3 af e pac tallow chve 1
* ifyouareaDay 1
2 Thvow outhe rest o the il pack st e pack htsame day,
© You may not have your period this month but this is expected. However, if you miss your period
2 months ina row, call your healthcare provider because you might be pregnant.
© You could become pregoant if you have sex during the first 7 days after you restart your pill.
anon-hormonal birth conrol method (such as a condom and spermicide) as a
backeup f you the first7 days o

© Ifyou are a Sunday Star
7 Keapaking 1 gl evry day unil Suday. On Sunday,theow out e restof th packand st a
pew pack of pills that same day.
© Use a no-hormonal birth control method (such as a condom and spermicide) as a back-up if you
have sex during the first 7 days after you restart your pills.

1f you have any questions or are bout the i don in this leafle, call
provider.

Distributed by:

Lupin Pharmaceuticals, Inc.

Baltimore, Maryland 21202

United States

Manufactured by:

Lupin Limited

Pithampur (.P.) - 454 775

India



This Insructions for Use h the U.S. Food and Drug
Administraton

November 2019 1D#: 257220
Norges timate and Ethiny] Es tradiol Tablets USP

0.25mg/0.035 mg

Rx Only

NDC 68180-840-71
Blister Label: 28 Tablets

Lidding Foil Side

g%
ig% 681800184071 g%
§.§§ Norgestimate and Ethinyl §i
2% Estradiol Tablets USP 5§
I3 0.25 mg/0.035 mg
= 5°C (17°F); ©xcursions permiiad o 15° 10 30°C.
i (wmnm |.-wcmmmm-n1 s I
H Pt . i it H
3 o, M 2102 me«m - 454775 H
2 257147 (—> ML 2882010

Forming Foil/PVC Side

s2spt 72pt

sllu MON  TUE  WED u

0.0:.5:.8.0.0.5
zOQ@@@@@
10,0000

OOO@O@@

s7p

Norgestimate and Ethinyl Estradiol Tablets USP
025 mg0.035 mg,

ROy

NDC 68180-840-71

Pouch Label: 28 Tablets

R—

Finsal

Norgestimate and Ethinyl Estradiol Tablets USP
0.25mg/0.035 mg,

Rx Only

NDC 68180-840-73

Carton Label: 3 blisters of 28 Tablets each

AND ETHINYL
norgestimate and ethiny]estradiol K

‘Product Information

ProduciType HUMAN PRESCRITION DRUG D D040

Packaging
+ liem Code
1 RDCAAINL 14073 31 1 CAION o
1 NoCaatn 4071 1 POUCH

. 1 BLISTER PACK Ty :Not Cominion et

Quantity of Parts
Parts Package Quantity Total Product Quanity

Part1of2

'NORGESTIMATE AND ETHINYL ESTRADIOL
norgestimate and ethiny] estradiol tabet, fim coated

‘Product Information
Raute of Admiistration omaL

Active Ingredient/Active Moiety
Ingredient Name Basis o Strength  Strength
oazsmg
NORGESTMATE  0.5ms

Inactive Ingredients
ngredient Name Strengih
ALUMINUM O XIDE (U V60693
ANHYDROUS LAGTOSE (UNI- 35Y3LIBPYK)
(CELLULOSE, MICROCRYSTALLINE (UNIE OPIRIZDS 1)
CROSCARMELLOSE SODIUM (UNIN2AOL i)
FDACBLUENO. 2 (NI LOGKIRTDOK)
HYPROMELLOSE 2910 (6 MPAS) (UNIE OWZ6WG20%5)




LACTOSE MONOHYDRATE (UNIE EWGS7Q85%)

Lup LMD 0SB NANUFACTUR(G3130-340), PACKIGH 150-840)

Revised: 122019 Lupin Prarmaceutal, Inc.



	HIGHLIGHTS OF PRESCRIBING INFORMATION
	WARNING: CIGARETTE SMOKING AND SERIOUS CARDIOVASCULAR EVENTS
	See full prescribing information for complete boxed warning.
	RECENT MAJOR CHANGES
	INDICATIONS AND USAGE
	DOSAGE AND ADMINISTRATION
	DOSAGE FORMS AND STRENGTHS
	CONTRAINDICATIONS
	WARNINGS AND PRECAUTIONS
	ADVERSE REACTIONS
	DRUG INTERACTIONS
	USE IN SPECIFIC POPULATIONS
	FULL PRESCRIBING INFORMATION: CONTENTS*
	WARNING: CIGARETTE SMOKING and SERIOUS CARDIOVASCULAR EVENTS
	1 INDICATIONS AND USAGE
	1.1 Oral Contraceptive

	2 DOSAGE AND ADMINISTRATION
	2.1 How to Start Norgestimate and Ethinyl Estradiol Tablets USP
	2.2 How to Take Norgestimate and Ethinyl Estradiol Tablets USP
	2.3 Missed Tablets
	2.4 Advice in Case of Gastrointestinal Disturbances

	3 DOSAGE FORMS AND STRENGTHS
	4 CONTRAINDICATIONS
	5 WARNINGS AND PRECAUTIONS
	5.1 Thromboembolic Disorders and Other Vascular Problems
	5.2 Liver Disease
	5.3 Risk of Liver Enzyme Elevations with Concomitant Hepatitis C Treatment
	5.4 High Blood Pressure
	5.5 Gallbladder Disease
	5.6 Carbohydrate and Lipid Metabolic Effects
	5.7 Headache
	5.8 Bleeding Irregularities and Amenorrhea
	5.9 COC Use Before or During Early Pregnancy
	5.10 Depression
	5.11 Carcinoma of Breast and Cervix
	5.12 Effect on Binding Globulins
	5.13 Monitoring
	5.14 Hereditary Angioedema
	5.15 Chloasma

	6 ADVERSE REACTIONS
	6.1 Clinical Trial Experience
	6.2 Postmarketing Experience

	7 DRUG INTERACTIONS
	7.1 Effects of Other Drugs on Combined Oral Contraceptives
	7.2 Effects of Combined Oral Contraceptives on Other Drugs
	7.3 Interference with Laboratory Tests
	7.4 Concomitant Use with HCV Combination Therapy – Liver Enzyme Elevation

	8 USE IN SPECIFIC POPULATIONS
	8.1 Pregnancy
	8.3 Nursing Mothers
	8.4 Pediatric Use
	8.5 Geriatric Use
	8.6 Hepatic Impairment
	8.7 Renal Impairment

	10 OVERDOSAGE
	11 DESCRIPTION
	12 CLINICAL PHARMACOLOGY
	12.1 Mechanism of Action
	12.2 Pharmacodynamics
	12.3 Pharmacokinetics

	13 NONCLINICAL TOXICOLOGY
	13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility

	14 CLINICAL STUDIES
	14.1 Contraception

	16 HOW SUPPLIED/STORAGE AND HANDLING
	16.1 How Supplied
	16.2 Storage Conditions

	17 PATIENT COUNSELING INFORMATION
	FULL PRESCRIBING INFORMATION
	WARNING: CIGARETTE SMOKING and SERIOUS CARDIOVASCULAR EVENTS
	1 INDICATIONS AND USAGE
	1.1 Oral Contraceptive

	2 DOSAGE AND ADMINISTRATION
	2.1 How to Start Norgestimate and Ethinyl Estradiol Tablets USP
	2.2 How to Take Norgestimate and Ethinyl Estradiol Tablets USP
	2.3 Missed Tablets
	2.4 Advice in Case of Gastrointestinal Disturbances

	3 DOSAGE FORMS AND STRENGTHS
	4 CONTRAINDICATIONS
	5 WARNINGS AND PRECAUTIONS
	5.1 Thromboembolic Disorders and Other Vascular Problems
	5.2 Liver Disease
	5.3 Risk of Liver Enzyme Elevations with Concomitant Hepatitis C Treatment
	5.4 High Blood Pressure
	5.5 Gallbladder Disease
	5.6 Carbohydrate and Lipid Metabolic Effects
	5.7 Headache
	5.8 Bleeding Irregularities and Amenorrhea
	5.9 COC Use Before or During Early Pregnancy
	5.10 Depression
	5.11 Carcinoma of Breast and Cervix
	5.12 Effect on Binding Globulins
	5.13 Monitoring
	5.14 Hereditary Angioedema
	5.15 Chloasma

	6 ADVERSE REACTIONS
	6.1 Clinical Trial Experience
	6.2 Postmarketing Experience

	7 DRUG INTERACTIONS
	7.1 Effects of Other Drugs on Combined Oral Contraceptives
	7.2 Effects of Combined Oral Contraceptives on Other Drugs
	7.3 Interference with Laboratory Tests
	7.4 Concomitant Use with HCV Combination Therapy – Liver Enzyme Elevation

	8 USE IN SPECIFIC POPULATIONS
	8.1 Pregnancy
	8.3 Nursing Mothers
	8.4 Pediatric Use
	8.5 Geriatric Use
	8.6 Hepatic Impairment
	8.7 Renal Impairment

	10 OVERDOSAGE
	11 DESCRIPTION
	12 CLINICAL PHARMACOLOGY
	12.1 Mechanism of Action
	12.2 Pharmacodynamics
	12.3 Pharmacokinetics

	13 NONCLINICAL TOXICOLOGY
	13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility

	14 CLINICAL STUDIES
	14.1 Contraception

	16 HOW SUPPLIED/STORAGE AND HANDLING
	16.1 How Supplied
	16.2 Storage Conditions

	17 PATIENT COUNSELING INFORMATION

